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Note . Claims 1-11 are pending. 
APPLICANT'S INVENTION 

2. The instant invention is directed to pharmaceuticals comprising Formula I and 
uses thereof. 

RESPONSE TO APPLICANT'S ELECTION 

3. Applicant's election without traverse of Group I (claims 1 , 4-6, and 8) in the reply 
filed on 7.9.09 is acknowledged. Thus, the restriction is deemed proper and is made 
FINAL. 

WITHDRAWN CLAIMS 

4. Claims 2, 3, 7, and 9-1 1 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

112 SECOND PARAGRAPH REJECTIONS 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 1 , 4-6, and 8 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 1. 4-6, and 8 : The claims as written are ambiguous because of 
independent claim 1. Specifically, in claim 1, line 5, the phrase 'L denotes and optional 
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linker' is vague and indefinite because if the linker is optional and is absent, it is unclear 
what definition is assigned to the variable L. In addition, in claim 1 , line 6, the phrase 'Z 
denotes a group' appears. This phrase is vague and indefinite because it is unclear 
what Z group(s) Applicant is claiming that are compatible with the instant invention. In 
claim 1, line 10, the phrase 'mimetic of Arg' is vague and indefinite because it is unclear 
what specific compounds Applicant is claiming that are equivalent to Arg. In claim 1 , 
lines 11-12, the phrase 'and wherein the residues Val and lie at position 3 and 5 
respectively may optionally be replace with amino acids capable of forming a bridge' is 
vague and indefinite. Specifically, the phrase is unclear because it is unclear what 
specific amino acids Applicant is claiming that when they replace Val and lie will 
generate the desired bridge. In other words, it is unclear what type of bridge (i.e., 
disulfide bond') Applicant is claiming that is compatible with the instant invention. In 
addition, based on the use of 'capable of in the sentence, the formation of and actual 
bond is not required since 'capable of language only requires that a component have 
the ability to form a bridge. Also, in claim 1 , lines 5 and 1 3, the claim is ambiguous 
because Applicant has defined the variable Z in two different ways. Thus, one cannot 
ascertain which definition actual applies to the instant invention. Furthermore, in claim 
1 , lines 14-15, the phrase 'M where present denotes an imagable moiety capable of 
detection either directly or indirectly in a diagnostic imaging procedure is confusing. 
Specifically, the phrase is confusing because it is unclear what imagable moieties 
Applicant is claiming that are compatible with the peptide X1-X2-Val-Tyr-lle-His-Pro-X3. 
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Hence, since independent claim 1 is indefinite, all claims depending thereon (claims 4-6 
and 8) are also vague and indefinite. 

Claim 5, lines 5 and 14 : The claim as written is ambiguous because Applicant 
has defined the variable Q in two different ways. Thus, it is unclear what the actual 
definition of Q is in the instant invention. 

Claim 5, line 9 : The variables Y and X are not defined in the claim. Did 
Applicant intend Y to be Yi? As for the variable X, it is unclear how Applicant is defining 
the variable. 

Claim 6 : The claim contains improper Markush terminology. Specifically, 
Markush terminology requires the use of 'closed' language. As a result, the phrase 
'selected from the group consisting of is often used. However, in Applicant's claim 5, 
line 3, the term 'comprising' appears which is 'open' terminology. Applicant is 
respectfully requested to review MPEP 803.02. 
102 REJECTIONS 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 1 , 6, and 8 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Griswold et al (US Patent No. 5,824,696). 

Griswold et al disclose angiotensin II receptor antagonist medicaments that are 
useful in the treatment of chronic inflammatory diseases (see entire document, 
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especially, abstract; column 1 , lines 9-1 1 ). In Figure 1 , the species [1 25l](Sar1 , Ile8) 
angiotensin II is disclosed (see also column 16, Table 1). In column 6, lines 15-16, the 
sequence Asp-Arg-Val-Tyr-lle-His-Pro-Phe (SEQ ID No. 1) is disclosed. This sequence 
fulfills the requirements of the instant invention when X3 = Phe; X1 = Asp; and X2 = Arg. 
In column 15, lines 32-63, it is disclosed that the pharmaceutical formulation may be 
prepared in various carriers. Thus, both Applicant and the cited prior art disclose 
radiolabeled pharmaceuticals comprising the sequence X1-X2-Val-Tyr-lle-His-Pro-X3. 
103 REJECTIONS 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 1 . This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

12. Claims 1 , 4-6, and 8 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Archer et al (WO 03/006070) in view of Griswold et al (US Patent No. 5,824,696). 

Archer et al disclose improved chelate conjugates that are complexed with 
biological targeting molecules (see entire document, especially, abstract). In the 
background, Archer et al disclose diaminedioximes chelating agents that are complexed 
with 99mTc (page 1, lines 5-14). Archer disclose another chelate, page 4, lines 1-19). 
The biological moiety that may be attached to the chelators are those having 3-100 
amino acid residues (page 4, lines 21-24). Preferably the biological targeting moieties 
are 3-20 amino acid residues (pages 4-5, bridging paragraph). Also, Archer et al 
disclose addition chelator conjugates that may be used with their invention (page 9, 
lines 19-25; page 17, lines 10-24). Various radiometals may be attached to the chelator 
conjugate (page 1 2, lines 1 4-21 ). While Archer et al disclose various peptides 
containing 3-100 amino acid residues, the reference fails to specifically disclose the 
peptide X1 -X2-Val-Tyr-lle-His-Pro-X3. 

Griswold et al (see discussion above) fail to disclose various chelators that may 
be used with the instant invention. 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Archer et al using the teachings of 
Griswold et al and generate a peptide -chelate conjugate encompassed by Formula I of 
the instant invention for the reasons set forth below. Archer et al disclose that it is 
known in the art to conjugate various chelators to peptides having 3-100 amino acid 
residues. Archer et a disclose that an advantage to using their chelates is that the 
chelates conjugated to the biological targeting moiety results in meta complexes with 
radiometals that are useful as radiopharmaceuticals. In addition, Archer et al like, 
Grisword et al disclose various medical uses for their radiopharmaceutical. Hence, a 
skilled artisan would be motivated to using the teachings of the references combined 
because it is well known in the art to use select peptides for desired medical 
procedures, as well as select chelators having improved properties. Hence, the 
inventions disclose overlapping subject matter. 
PRIORITY DOCUMENT 

1 3. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 

COMMENTS/NOTES 

14. Applicant is respectfully requested to modify the title of the instant invention to be 
more descriptive of the instant invention. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D L. Jones whose telephone number is (571)272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:1 5 p.m.. 



Application/Control Number: 10/559,886 Page 8 

Art Unit: 1618 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner 
Art Unit 1618 
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